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To: Tina Slcvens 
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0"lCI!. OF HUMAN RESEARCH ETHICS 
Medical School 8ulc!lf'l9 5i 
Mcl$0n F.,rm Ro.d 
CBI'1091 
Cflapel H11. NC 275~7097 
($11$1) 966-3113 
\\'eb sit« otwe.unc.edu: 
I'II!Jl$:Jkr'ty.researcru.rtc.edu lor IRS w.~s 
Fecl•aiy,;de A»uromc;.c (FWA) -....tJ01 

CB:7315, MD58A USEPA, 104 Mason Farm Rd , Chapel Hill , NC , 27599 

From: Biomedical IRS ~ 
D•te: 5112i20 11 

RE: IRB review of Unanticipated Problem report 

Submission Type: Unanticipated l''roblem 
Study II: 09-1344 

Study Title: Cardiopulmonary Responses to Exposure to ():zone and Diesel Exhaust With Moderate 
ExcrciS<: in Healthy Adul'-> 

Submimoa De.<ripfioo: 

A study partjcipant expericn~d a persistent cough possibly related to their participation in a 
re$earcb protocol at the Human Studies Facility ofthc EPA 

Based on the IRB's review of your report of an U(.lanticipaied problem, it bas been de,ermined that 
no additional infonnation is required and no changes in the stOOy are wananted. 

CC: 
Michael Madden.. Environmental Protection Agency 
Michael Schmin 
David Diaz-Sanchez 
How-....-d Kehrl, Medicine 
Howard Kehrl. (EPA), Non-IRB Review Contact 



us EtMronment:al p~ AQency- Connas 

Catdiopu~ ResponMt to ElCDoll.n to 0zooe and Oies.el Exi'Mtu~ WI~ Moct.r¥ .. Ex~ in HN!Ihy ....... 
Certified: 05112120U 

Rtr.rtonOtiO: 1577 

A t) I*.,. ....,..occ.w• a silebwl'lil:h • t,IMC..C._. NIIIR8 * ... .._......,.,.,pa,...., • llm:llw a~ 
~.C .. OMolllloMsias? Y• 

AJ) w. ""'..,.lrt -J:pKted In tutu" MYM'IIr· 01 fNqlltftq''i' v .. 
, ....... ,. .. ": 
TM OC.(lun'W!ce ol a ccugh att.t txpolu,. to~ Ia 1'0( unupec;•d. Tll's ia a typi(.lltl'lort ttrm tMpOn" to tl\IS 
polhAam. Mutt allpCIWn 10 dliiMtf txl\aua.t ot oton. n .. not bMn shown to indue. • pettleUtftt cough. How.vet", or~ 4127 
ttle V'OtuntMt p~ to ttlt EPA MHic: .. StMI<On .UIIng th.M Mi hold a ~l"'itl..,. co19' llflot hll .... tAPOtutt on 2111. 
Ht .,..., aMn by Ot. KohrS who thougln hi• cough l lltftt wn ~to • condition abt•r to c:~gh vatlll'lt .. .,.,. or poe,t vlrtl 
IM,..IMtne ~h •net ti:'O-.ct him WMI prtldl'llton•. 

AJ• Oo yo. think tba ewrrt WM I'Wllelfed « poMibly ,.t~CM to this fftCIWC:h? v .. 

,........,....: 
,.,. ..,... .., ........,. ............ to tfl,a ......... . ....... . ~-to~ ~Of ....... 1101:-- .._.to 
CMIM 0 ~couth. 

M) DoM lhl """'-Ouggas!tlvt the rwa.MR:h plilae ~or OU.. • a g,..,._ rtp or hMII "'*'.,.. ,Wtu!Otilllty .,__Of 
..Cotft~ 

lcoltOmtc: No 
LtQal: No 
Ph1tkll: Don, t<now 
PI~Cl~ogiclll: No 
loci.,: No 

P1Mto nplaklall ''y.s" Of' "don' ki'IOW" ,..I)OMIOo 

All~uef'l ttl .. tubjKt tied oev.lopoclo covgtl, tile prwloul C subjects oqoMdi ~ OioMt tiCMwM end CWIM COdblnod did -
111 o.eo Of l'ttftt: 04127111 

II) LocMion Ol ~t: U$ EPA H~l'l S4uGI" ,.clllty 

IU) '"'" o .. ~pOon Of £\lent. 

lbt Mud~ partlcap.nt- a 23 yew otct m• whh • .,.vtous hlstoey of votun ... rltiSI for I:PA 14udl .. wtthout lnc:idenL On 
V11 tPia aubject,... uposed to dl ..... .,.,.\111 • nd oz- combinad. 0\lr'ing Ule nrac 11 mil\ of expo.ur. on 211 1. the 
lubJact coughed -.I ti!Ml while II'IIM U\111'\Mf, Wttaa quMtlolll<ltbout hll '"I)Of'IM, fie uld hrt 1M fii'IO ttld _..l'ltH 

to tomlnue tt. R.ldy. Ito waa momtoNf l or t.l"f fl.lnctlon dec......nts, oxygtl'l Nltwatlo", mlnula VMIIaliotl, a..S ctrdl.c 
~ duri:1t tM eapo&lft • M 4 tws PGM ..--.The puJmoon.ry f\lnCtlon aM cardiac enclpcNi .. _. .ttNn M 

~ .......... ~0.~,,Pie-b,poMdto-llilclnll,WititMUM~~~I'IhMW~ 

0. Ill. hi ~forNt MCCftd-of ~aiUd'f. He~ jW 4'1 ·~-Mill.-Mil ~He ~to the 
~ Stud<j ,..,. Oft 4/Z1 COlt Ill._ of M oneofing ~ ..S .... Mtlft tlf' a "'Ptdl n,. 



C1) Okl tl'l• •V91'1t M~ In dN'I:tl? No 

C:Z) W-H ttl4; .v$1M ~rutonlns (I.e., p&ac.od cho subject at il'nlnedl~ rftk Of ciNth rrom the ev•nt. n IC occ~o~rrod)? No 
CJ,) OICI the ,,.m N4Ult In Inpatient hospitalization or pf'(lk>flgMklt'l Of •.xrtfi~ h0tpl\811&&tlon1 No 

C4) Okl the OV9nt resi.Ctln a pors:lstenc Of' slgnifl~nt dihbillt)'/lneapaelty? YM 

Pklate e~xp&aln; 

At pros4n\. the subject r.ports co"9ft intorlofto~ witt. sodaf lntetaeltOftt aM lmpal" 1\11 &bltlty to ••~IM. Howwver, he~ 
,.potts tt1c1 cough il startll't(J to improy• aond tt tnay eof'IIC)I&tet; mo!W wit'\ ttme. 

C5) Old thct event fft"ult In a congeniUII fltiO«*IVIbirth deftefl N() 

C&) Basocl upon apptOpriate I'Mdlc:&l ;~rrt. did the eV9nt jfOI)ardiZ•tfl• svtlject's hollttb ancUor ,.qulr• modial Of su~leef 
kltctntetntion to prewnt o"' 0( the othtt outcomtlllstttd aboW, e~.g ... allorgk bf'onc.hospnm ~uirlng ltltottSivt trMtMHtt In the 
~.noc:y f'OCM'n or at tiOme, blood dYteta&ifl& or ~vultlon$ tt.at do not rosult In ~~~~patient hosp!UIIItatlotl, 0t the dt'Yeloprnent 
ol drug ~•~tey «drug aiMIM? 
Yoo 

Ttl• 1\lbjM;t w" ti'Nted ¥rittl &0 fn11 of pc-odniS«~e f« oM we&k wtlkh dlcl not II'I'IC)OtYe ttl• ~gh, He alto had a PA and 
Ateral cflatt x.qy which was nonn~~~l H.i~ splromW')' VOII.I'Me and now 1'8( .. were \tie tame n during his t~in)ng session. 

>> Protoeoateonaent Forma 

Oi) GlY.-J 11'1• t'Y01!4's ocwmnce, _.. ttleorei'9VIItons to ttl• study Of'conMnt clocum~ \flat you wookl JIM to IUibmott fl ttl4 
time? No 

» Corrective Action 

E1) Ha.,. you --'*bfleM<I a CQt'f9CtiV9 action plan to pte.,.nt futlltt oe;~ Qf tM ~nt? Yos 

OtSCribe tht eorrtetiVe 8JCtloon pl.,: 

Subfed$ tMt pttMnt • ~ough wtlbin tho ft'nt 1! rnlnutcts of eJC~Io6,.WII be ttmoY9d from tho chamber. 

~> Att.~hmentt 


